g % UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
: N7 &
2 M i REGION 5
% s 77 WEST JACKSON BOULEVARD

T CHICAGO, IL 60604-3590

JUN 2 E 2015 ) REPLY TO THE ATTENTION OF:

CERTIFIED MAIL 7001 0320 0006 1452 2546
RETURN RECEIPT REQUESTED

Mr. Benjamin Davis

EH&S Specialist

Morton Grove Pharmaceuticals, Inc.
6451 West Main Street

Morton Grove, Illinois 60053

Re: Notice of Violation
Compliance Evaluation Inspection
ILD 984 774 877

Dear Mr. Davis:

On September, 2014 a representative of the U.S. Environmental Protection Agency inspected the
Morton Grove Pharmaceuticals, Inc. (MGP) facility located in Morton Grove, Illinois. Asa
“large quantity generator” of hazardous waste, MGP is subject to the Resource Conservation and
Recovery Act, 42 U.S.C. § 6901 et seq. (RCRA). The purpose of the inspection was to evaluate
MGP’s compliance with certain provisions of RCRA and its implementing regulations related to
the generation, treatment and storage of hazardous waste. A copy of the inspection repott is
enclosed for your reference.

Based on information provided by MGP, EPA’s review of records pertaining to MGP, and the

inspector’s observations, EPA has determined that MGP at the time of the mspection was out of
compliance with the following large quantity record keeping and reporting requirements:

1. Hazardous Waste Manifests

Under I1l. Admin. Code tit. 35 § 722.140(a), [40 C.F.R. § 262.40(a)], a generator must
keep a copy of each manifest signed in accordance with § 262.23(a) for three years or
until he receives a signed copy from the designated facility which received the waste.
This signed copy must be retained as a record for at least three years from the date the
waste was accepted by the initial transporter.

At the time of the inspection, MGP did not have a final signed copy from the Treatment,
Storage, and Disposal Facility for the following manifests:

Recycled/Recyclable e Printed with Vegetable Oil Based Inks on 100% Recycled Paper (100% Post-Consumer)






Year Manifest Tracking Number Date of Shipment

2012 009533546 JIK 5/17/2012
009648800 JJIK 10/19/2012
009648544 1TK 8/8/2012
010775670 1JK 12/21/2012

- ; 008913125 JJK - 2/24/2012

2013 010564565 JIK 7/30/2013
011903058 JIK 12/12/2013
011911329 JIK 10/3/2013
010775984 JIK 3/7/2013
011062698 JIK 4/23/2013
011062785 JIK 5/9/2013

2. Annual Hazardous Waste Reports

Under Ill. Admin. Code tit. 35 § 722.141(a), a generator that ships any hazardous waste
off-site to a treatment, storage or disposal facility within the United States must prepare
and submit a single copy of an annual report to Illinois Environmental Protection Agency
(Illinois EPA) by March 1 for the preceding calendar year. .

Based on the review of records at the time of the inspection, MPG did not submit its 2013
Annual Hazardous Waste Report to the Illinois EPA until March 6, 2014.

After the inspection, on September 19, 2014, in an email to EPA, MGP submitted complete
copies of the waste manifests listed above. Based on this information, EPA is not planning
additional enforcement actions based on this inspection at this time. This letter does not limit the
applicability of the requirements evaluated, or of other federal or state statutes or regulations.
EPA appreciates MGP’s cooperation.

If you have any questions regarding this letter, please contact Mr. Spiros Bourgikos, of my staff,
at 312-886-6862, or at bourgikos.spiros@epa.gov.

—

Sincerely,

/Victorine, Chief
Branch

Enclosure

ce: Todd Marvel, Illinois EPA, (todd.marvel(@illinois.gov)
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Purpose of Inspection 7

This inspection was an evaluation of the Morton Grove Pharmaceutical, Inc’s (MGP) compliance
with hazardous waste, used oil, and universal waste regulations found at Illinois’ hazardous
waste management rules codified at 35 IAC Parts 700-739 and the Code of Federal Regulations
(CFR) at 40 CFR Parts 260-270, 273 and 279. The Illinois Environmental Protection Agency
(Illinois EPA) was invited to participate in this mspec’uon but declined. The site has notified as a
large quantity generator (LQG).

Participants

Inspector(s):
Spiros Bourgikos, Environmental Engineer, EPA

Site Representative(s):
Benjamin Davis, EH&S Specialist, MGP

Introduction

On September 8, 2014 I arrived at the site at approximately 10:30 AM. I introduced myself
presented my inspector credentials, and business card, and described the purpose and process by
which I intended to conduct the inspection. Mr. Davis provided me with a description of the site
operations. Mr. Davis led the tour and provided me with the records I requested for review.

I provided a Small Business Resources information sheet to Mr. Davis. [ dlso informed Mr.
Davis that MPG could claim any information gathered during the inspection as Confidential
Business information including: verbal information, documents and photographs. MGP did not
make a CBI claim on the information gathered during the inspection.

Site Description . -

MGP develops, manufactures and markets prescription oral liquid and topical liquid
pharmaceuticals. It offers prescription generic drugs, prescription non-generic drugs and over
the counter generic products. These products include cough syrups, burn creams, nasal sprays.

It also produces lindane (hexachlrocyclohexane) shampoo and lindane lotion. MGP distributes its
products through wholesalers, chain drug stores and distributors in the United States. The
company was incorporated in 1990. As of October 24, 2007, MGP operates as a subsidiary of
India’s Wockhardt Inc. This facility generates about half of Wockhardt’s sales in the United
Sates.

The MGP Plant includes two laboratories (one R&D Lab and one QC Lab), the manufacturing
area, a filling and labeling room, and other various storage and quarantined areas. There is a
dedicated room for any activities dealing with lindane. This room does not have any drains.

Ninety percent of the hazardous waste generated at this facility comes from the two labs. In
2013 MGP generated 17 tons of hazardous waste. EPA hazardous waste numbers included
D001, D002, D013, FOO3 and U129,



Lindane waste (U129) is stored in 55-gallon drums or the original product container. Laboratory
hazardous waste is stored in 5 gallon containers in flammable liquid cabinets. The hazardous
waste storage area is located at the southwest corner of the warehouse. Lab waste is sh1pped
every six weeks. Lindane waste is generated once a year,

Site Tour :

During the facility walkthrough I visited the two labs and the hazardous waste storage area. I
took photographs of the various waste storage/accumulation areas during the site tour. See
Attachment B for photographs taken during the inspection.

We started the tour at the QC Lab. Area and proceeded to walk through the facility.

At the QC Lab there are approximately 24 High Power Liquid Chromatographs (HPLCs). Each
HPLC is connected to a five gallon waste collector container. Once the container is full it s
moved to the flammable liquid cabinet.

Next we visited the R&D Lab. There I observed three satellite containers. All three containefs
were labeled with the words “Hazardous Waste” and were closed.

From the R&D Lab we headed for the hazardous waste storage area. At the time of the
inspection the only waste stored here was inside a flammable proof cabinet (See Picture Nos. 4
and 5). These containers were properly labeled and were closed.

Records Review

During the inspection I reviewed the following records. Hazardous waste manifests, land
disposal restriction notifications (LDR), training records, inspection records, annual hazardous
waste repotts, waste analysis records, manifests, and the contingency plan. I also completed the
LQG checklist during the records review, see Attachment C.

During the records review I requested that MGP provide copies of certain documents that are
listed in Attachment D. None of these documents were claimed to be CBIL

Hazardous Waste Records
* During this inspection I reviewed the waste manifests for 2012, 2013 and 2014. The following

waste manifests were missing the signature of the facility designated to receive the hazardous
waste.

Table 1

Year Manifest Tracking Number Date of Shipment

2012 009533546 JIK 5/17/2012
009648800 JIK. _ 10/19/2012
009648544 JJK 8/8/2012
010775670 JJK 12/21/2012
008913125 JIK 2/24/2012

2013 010564565 JIK 7/30/2013
011903058 JJK 12/12/2013

(WE]




011911329 JJK 10/3/2013

010775984 JIK 3/7/2013

011062698 JJIK - ' 4/23/2013

011062785 JJK 5/9/2013
Training Records

[ reviewed the training records including the annual refresher training records for 2011, 2012 and
2013. The training records contained all information required under 35 IAC 725.116.

Inspection records o
I checked the weekly inspection records of the 90-day hazardous waste storage area for 2011,
2012 and 2013. 1 did not find any missing weekly inspections. '

Annual Hazardous Waste Report
I reviewed the 2011, 2012 and 2013 Annual Hazardous Waste Report. These reports were
submitted to Illinois EPA on February 15, 2012, February 27, 2013 and March 6, 2014.

Contingency Plan
The contingency plan was last updated on March 17, 2014 and appeared to contain all the
information required by 35 TAC 725.152.

Waste Determination ‘
During the inspection I requested to review the profiles of some of the waste generated by MGP.

~Based on these records, MGP is making proper waste determinations.

Closing Conference

I summarized the issues identified during the inspection. I again mentioned that MGP could
make claims of CBI on the material copied, photographs, and information gathered during the
inspection. Mr. Davis did not make any CBI claims. The inspection concluded at approximately
1:30 PM. :

Post-Inspection _
On September 19, 2014, Mr. Davis emailed me complete copies of all the manifests listed in
Table 1 as a supplement to the inspection.. These documents are located in Appendix E.

Attachments

Site Diagram

Photographs and Log
Checklist(s)

Document(s) Copied
Post-Inspection Documents
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ATTACHMENT A
Site Diagram
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ATTACHMENT B
Photographs






Picture # 1

Date: September 8, 2014

Photographer: Spiros Bourgikes

Location: Morton Grove Pharmaceuticals, Morton Grove, Illinois
Subject: Storage cabinet for satellite waste containers.



Picture #2

Date: September 8,2014

Photographer: Spiros Bourgikos

Location: Morton Grove Pharmaceuticals, Morton Grove, Illinois

Subject: List of lab waste streams stored in the cabinet shown in Picture #1.



Picture #3

Date: September 8, 2014

Photographer: Spiros Bourgikes

Location: Morton Grove Pharmaceuticals, Morton Grove, Illinois
Subject: Empty containers used for satellite storage.



Picture # 4

Date: September 8,2014
Photographer: Spiros Bourgilkos
Location: Morton Grove Pharmaceuticals, Morton Grove, Illinois

Subject: Hazardous waste stored in a flammable liquid cabinet. This waste was generated at the
QC Lab. :



Picture #5

Date: September 8, 2014

Photographer: Spiros Bourgikos

Location: Morton Grove Pharmaceuticals, Morton Grove, [Hinois

Subject: A close up of the labels attached to the containers shown in Picture #4






ATTACHMENT C
Checklist






Regulation RCRA GENERATOR INSPECTION CHECKLIST (PART 722) Viclation
PART 722: STANDARDS APPLICABLE TO GENERATORS OF HAZARBOUS WASTE
1000 KG/MO.)
SUBPART A: GENERAL
792 131 Section 722.111 Hazardous Waste Determination
Has the generator correctly determined if the selid waste(s) jt generates is a hazardous wasie?
Yes Ne N/A 722111
Have hazardous wastes been identified for purposes of compliance with Part 7287
Yes N/ No N/A,
408121 Has the generater correctly determined if the solid waste(s) it generates is a special waste?
A21() Yes No N/A
Section 722.112 USEPA Identification Numbers ’ 808.121(a}
#.22‘1 12(a) Has the generator obtained a USEPA identification number?
Yes No N/A
—_— 722.112(a)
722.112(c) Has the generator offered its hazardous waste only to transporters or to treatment, storage or disposal facilities
that have 2 USEPA identification number?
Yes No N/A 722.112(c)
SUBPART B: THE MANIFEST
Section 722.120 General Requirements : _
Does the facility manifest its waste off-site? .
722.120(a
® Yes  \/ No N/A
199120 (b)~ Does the manifest designate a facility permitted to handle the waste? 722.120{a)
' ) Yes No N/A,
Gemre Meii ferF wole BATSSINY TSD  §/ 3212000
722.120{d} Has the generator shipped any waste that could not be delivered to'the designated facility? 120(b)
Yes Ne N/A
Section 722.121 Acquisition of Manifests 722.120(d)
Has the generator used:
722.121(a) «  an Iflinois manifest for wastes designated to a facility within Illinois?
' ) YES____W Noi N/A o 722, 121(3}
- a manifest from the State to which (he manifest is designated?
722.121(0) Yes No N/A
- an 1finois manifest if the State to which the waste is designated has no manifest of its own?
. Yes No N/A 722.121(b)
Section 722.122 Number of Copies
422122 Does the manifest consist of at least 6 copies?
’ : . Yes No N/A 722.122
Section 722.123 Use of the Manifest
722.123(a) For each manifest reviewed, has the generator:
) - signed the certificate by hand? /
) Yes No N/A -
- obtained the handwritten signature and the date of dcceptance by the initial transporter?
Yes \/ET No N/A 722.123(a)
- retained one copy as required by Section 722.140fa)?
S Yes : No N/A
- apparently sent a copy {part 5 for the Illinois manjfest) to ihe Agency within 2 working days?
Yes 3\ 3 No : N/A
- has the generator apparently given the remaining gopies to the transporter? 722.123(b)
722.123(0) ' Yes \/ No N/A
- has the generator followed the procedures prescribed in Section 722.123 for manifesting bulk
722.123(c) . .
shipments of hazardous waste by rail or water?
) Yes No NA
722.123(c)

Part 722 - 1 of 13




Regulation RCRA GENERATOR INSPECTION CHECKLIST (PART 722) Violation
SUBPART C: PRE-TRANSPORT REQUIREMENTS
Is there any hazardous waste ready for transport off-site? /
722.130 , , L Yes______ No_ ¥V N/A 722.130
I so, is the génerator complying with the pre-transport requirements in Subpart C?
' Yes . No " N/A
Section 722.134 Accumulation Time
(722.134(a) Has the generator complied with the following requirements:
‘ Yes No N/A
A) For waste in containers, has the generator complied with the requirements of Part 723, Subpart I, AA, BB,
(722.134(aX 1)) ‘
and CC? )
‘ Yes_\/ No N/A
and/or .
B) For waste in tanks, has the generator complied with the requirements of Part 725, Subpart I, AA, BB, and
CC (except Sections 725.297(c) and 725.300)?
Yes No N/A
and/or : .
C) For waste on drip pads, has the generator complied with the requirements of Part 725, Subpart W and
maintained the required records identified in this subsection?
Yes No NA__ NS
and/or
D) For waste in containment buildings, has the generator complied with Part 725, Subpart DD and
maintained the required records identified in this subsection?
Yes No N/A
For waste in containers, has the generator marked and made visible for inspection on each container, the date
(7221342 : X , .
upon which accumulation began? :
: Yes Ne N/A
(722.134(2)(3)) I‘;;);’S \tigils;te in containers and tanks, has the generator marked or labeled each with the words "Hazardous
: Yes \/- Neo N/A
(722.134(2)(4) Has the generator complied with the requirements of Part 723, Subparts C and D, and Sections 725.116 and
728.107(a)(4)? )
Yes No N/A
Specifically, the requirements of items 1 and/or 4 above (listed by regulation) which need to be complied with
are as follows:
Does the facility accumulate hazardous waste in containers? ' .
_ Yes No N/A.
If "No", go to Subpart J. .
SUBPARTI: USE AND MANAGEMENT OF CONTAINERS
. 725.211
Has the generator closed an accumulation area?
(725.211) © Yes No N/A
(725214) If "Yes", was the accumulation area closed in accordance with Sections 725.211.and 725.2147 725214
Yes No N/A
(723.271) . . - -
If the containers have leaked or are in poor condition, has the owner/operator transferred the hazardous waste
{0 a suitable container? .
Yes . - No N/A
Is the waste compaiible with- the container and/or liner? ;
(125.272) Yes No ‘ N/A
(723.273(2) Are containers of hazardous waste always closed except to refnove or add waste during accumulation?
Yes  \/ No N/A
(725.273(b)) Are containers of hazardous waste being opened, handled, or stored in a manner which will prevent the rupture

of the container or prevent it from leaking?
‘ Yes & / No N/A

Part 722 -2 of 13




Noter A generator may treat hazardous wagte'in a tank for less than 90 days without a RCRA permit.

If "No", skip Subpart [

) Tank systems that are used o accumulate or treat hazardous waste which contains no free liquids (using
the Paint Filter Liqujd§ Test) and that are situated inside a building with an impermeable floor are
exempted from the Tequirements in Section 7235.293.

b) Tank systems, including sumps, that serve as part of a secondary containment system to collect or contain
releases of hazardous wastes are exempted from the requirements in Section 725.293(a).

¢) Tanks, sumps and other collection devices used in conjunction with drip pads (as defined in Section
720.110) and regulated under Subpart W, must meet the requirements of this Subpart.

Regulation RCRA GENERATOR INSPECTION CHECKLIST (PART 722) Violation
| (725.274) Is the owner/operztor inspecting the accumulation area(s) at lgast weekly, looking for leaks or deterioration?
' Yes i No N/A
Is the accumulation area free from any evidence of leaking or deteriorating containers? (See alse Section
725.131)
: Yes No N/A
{725.276) Are centainers holding ignitable or reactive wastes located at least 15 meters (50 feet) from the facility's
property line? G & peass
Yes No N/A stored e
Note:  See Section 725.117(a)} for additional requirements for ignitable, reactive or incompatible wastes. W‘&cﬁ
(725.277) Is the ownet/operator complying with the requirements concerning incompatible wastes? pak| nelg
Yes No N/A o
COMMENTS:
Section 725.278 Air Emission Standards
(725.278) Is the owner or operator managiing all hazardous waste placed in containers in accordance with Subparts AA,
BB and CC of Par{ 7257
Yes Neo N/A
Comments:
Does the generator accumulate and/or treat hazardous waste in tanks? ‘ ‘
Yes No N/A
Note:  If"No", go to Subpart C.
SUBPART J: TANKSYSTEMS HU
Has the generater closed an accumulation area? 725211
. Yes No N/A
If "Yes", was the accumulation area closed in accordance with Sections 725.211 and 725.2147 23014
(725211) Yes N/A >
(125.214)
(723.290) B )
Does the facility accumulate or treat hazardous waste in tanks?
Yes N/A,

Part 722 -3 of 13




Regulation

RCRA GENERATOR INSPECTION CHECKLIST (PART 722)

Violation

(725.291(a))

(725.291(b))

(725.294(c))

(725.292(a))

(725.292()

For tanks existing prior to July 14, 1986 (sec definition of tank system under 720.110) and not protected by a
secondary containment system, has a written assessment been reviewed and certified by an IRPE(*) in
accordance with Section 702.126(d) by January 12, 1988 {except as provided in Section 723.291(c)]?

Yes No N/A,

Does this assessment constcer at least the following:
1) design standards for the tank and ancillary equipment?

Yes No - N/A
2}  hazardous characteristics of the wastes?

Yes No N/A
3) existing corrosion protection measures?

. Yes No N/A

4y documented age of the tank system? . :

Yes No N/A
5) results of a leak test, internal inspection, or other tank integrity examination?

Yes No N/A

*IRPE = Independent Registered Professional Engineer

Has a tank system assessment been performed within 12 months after the materials in the tank become a

hazardous waste?
No N/A

702.126(d) prior to operation of the tank system?
’ Yes No N/A,
Does the assessment include, at a minimym, the following:
1}  design standards for tanks and ancillary equipment?

Yes No N/A,
2) hazardous characteristics/0f the waste(s) to be handled?
Yes No N/A

3) evaluation of potential for corrosion and corresion protection measures for tank systems with metal
components in contact with soil or water?
Yes No N/A,
4}  design or operational measures that will protect underground tank systems from potential damage
resulting from vehicular traffic?
Yes No N/A
5} designs to ensure adequate foundations, anchoring to prevent flotation or dislodgment and the ability
to withstand the effects of frost heave? ‘
Yes No N/A

Has the owner/operator obtained and kept on file at the facility the written statements, including the
certification statements [as required in Section 702.126{d)] of the design and installation requirements of
Subsections (b) through ()7

Yes Ne N/A

Part 722 -4 of 13




Regulation

RCRA GENERATOR INSPECTION CHECKLIST (PART 712)

Violation

(725.293(2)

(725.293(8))

(725.293(c)

(725.293(d))

(725.293(¢))

Is secondary containment provided for any new tank system before being puf into service?

Yes No N/A
Does an existing tank, used to accumulate F020, FO21, F022, FG23, F026 or F027 waste(s), have secondary
containment by 1/12/897

Yes Na NA
For an existing tank of documentable age, is secondary containment provided by 1/12/89 or when the tank is
15 years old, whichever is later? .
Yes No N/A

For an existing tank of undocumentable age, ha;s secondary containment been provided by 1/12/957
Yes " No N/A

or
if the facility is older than 7 years, by the time the facility reaches 15 years of age or 1/12/89, whichever is
later? o

Yes No N/A
For tanks that accumulate wastes that become hazardous after 1/12/87, has secondary containment been
provided within the time intervals required in Subsections {a)(1) through (a){4) substituting the date that a
material becomes a hazardous waste for 1/12/877?

Yes No . N/A

Is the secondary containment systern designed, installed and operated to prevent migration of wastes or
accumulated liquid out of the system af any time?

Yes No N/A
Is the secondary containment system capable of detecting and collecting releases and accumulated liquids until
the collected material is removed?

Yes No N/A

No NA

2) placed on a foundation or base capable of providing support, providing resistance to pressure
gradients and preventing failure dyé to settlement, compression of uplift?

Yes No N/A

3) provided with a leak detection dystem designed and operated to detect any release or accumulated
liguid within 24 hours?

Yes No N/A

4)  sloped or otherwise designed or operated to drain and remove liquids resulting from leaks, spills or
precipitation?

Yes No N/A

and . '

is spilled or leaked waste and accumulated precipitation removed from the secondary containment

within 24 hours?

' Yes : No N/A

Note: A RCRA permit may allow for removal of liquids less frequently than 24 hours after accumulation.

Does the secondary containment for tanks have one or more of the following:
1) aliner (external to the tank); or
2y avault; or
3) adouble~walled tank; or
4)  an equivalent device (approved by the Board)?
Yes No NIA

Does the external liner system(s), vault sysiem(s) and/or double-walled tank(s) meet the additional
requirements identified in Section 725.293(e)?
" Yes No N/A

Part 722 - 5 of 13




RCRA GENERATOR INSPECTION CHECKLIST (PART 722)

Violation

Regulation
(725.293(f)) Is ancillary equipment protected by secondary containn}ent that meets the requirement of Subsection (h) and
{)? '
Yes No N/A
If "No": .
1) Is aboveground piping (exclusive of flanges, joints, valves and connections) inspected daily?
Yes No N/A
2)  Are welded flanges, joints and connections inspected daily?
Yes No N/A
3)  Are sealless or magnetic coupling pumps and sealless valves inspected daily?
Yes No N/A,
4)  Are pressurized aboveground piping systems with aufomatic shut-off devices inspected daily?
Yes No N/A,
{(725.293(i)) Until such time as secondary containment is provided, are the following requirements being met for all tank
systems: )
1) For non-enterable underground tanks, has an annual leak test that meets the requirements of
725.291(b)(5) been conducted?
Yes No N/A
2)  For other than non-enterable underground tanks and anciltary equipment, has an annual leak test,
internal inspection or other tank integrity examination by an IRPE bean conducted?
Yes No N/A
3)  Are written records maintained at the facility to document the assessments required under
Subsections (i}(1) and (D){2)? ~ ‘
: Ye ‘No N/A
Note:  Ifatank system is found to be leaking of unfit for use as a result of a leak test or assessment, the
owner/operator must comply with Segtion 725.296. '
(725.294(a)) Has the ownet/operator placed hazardous wgstes or treatment reagents in the tank system that could cause the
system to rupture, leak, corrode or otherwiée fail?
Yes No N/A
(725.294(b)) Do tanks and secondary containment fave appropriate controls and praciices to prevent spills and overflows
' including:
1) spill prevention controls?
Yes No N/A
2y overfill prevention confrols?
Yes No N/A
3). sufficient fregboard jn uncovered tanks?
‘ Yes No . N/A
(725.294(c)) Note:  Ifaleak or spill has occurred in the tank system, the owner/operator shall comply with the
requirements of Section 725.296. '
(725.295(a)) Does the owner/operator inspect, if present, at least each operating day, the following:
1) - overfill/spill control equipment? ‘
Yes No N/A
2) the aboveground portion of the tank system for corrosion or releases?
Yes No N/A,
3) data from monitoring equipment?
Yes No N/A
4)  the construction materials and the area immediately surrounding the external portion of the system?
Yes No N/A
(725.295(1)). If the tank system has cathodic protection, is the owner/operator complying with Section 7235.295(b) to ensure
that they are functioning properly?
Yes No N/A
(725.295(c) Does the owner/operator document in the operating record, the results of tank inspections as required in

Section 725.295(a) and (b)?
Yes No N/A

Part 722 - 6 of 13




Regulation

RCRA GENERATOR INSPECTION CHECKLIST (PART 722)

Violation

(725.296)

(725.296(dY)

(725.296(e))

(725.296()

(725.297())

(725.297(2))

(725.297(hY)

If the tank system or secondary containment system has a leak or spiil or is unfit for use, has the
owner/operator:

a) immediately ceased using; prevented flow or addition of waste and inspected the system to
determine the cause of the release?

Yes No N/A
b))  removed applicable waste from the system within 24 hours of detection?
Yes No N/A

¢) immediately conducted a visual inspection of the release and taken actions to contain visible releases
to the environment, prevented further migration to soils or surface water and removed and properly
_disposed of any contaminated soil or water?

Yes No . N/A

d) notified the Agency within 24 hours of detection of release?
Yes No N/A
d)3) within 30 days of detection of release, submitted a report to the Agency that complies with the
requirements of Section 723.296(d){(3)?
Yes No N/A
Note:  Notification and reports are not necessary if less than I pound of material is spilled and it was
immediately contained and cleaned up.

€) repaired the tank systemn prior to returning the tank system to service in the event that a leak has
occurred from the primary tank system into the secondary containment system?
Yes No N/A
e)4) provided secondary containment before returning a tank system to service in the event that the release
was from a component of a tank system without secondary containment?

Yes No ‘ N/A
e}d) met the requirements for a new tank system in the eveht that a component is replaced during repair?
No N/A

inspection?
No N/A

f}  In the event that an extensive repairfias been conducted in accordance with subsection (), submitted
to the Agency within 7 days aftepfeturning the tank system to use, a certification by an IRPE stating
that the repaired system is capgble of handling hazardons wastes without release for the intended life
of the system?

Yes No N/A

Note:  If the owner/operator does not satisfy the requirements of subsections (e)(2) through (){4), the tank
system must be closed in accordance with Section 725.297.

At the time of closure of a tank system, has the owner/operator removed or decontaminated all waste residues,
contaminated components, contaminated soils and structures and equipment and managed them as hazardous
waste [unless Section 721.103(d) applies]?

Yes No N/A

Have the closure plan, closure activities, cost estimates for closure and financial responsibility for tank systems
met all requirements specified in Subparts G and H?

Yes No N/A

If the tank system cannot be "clean’ " closed, has the owner/operator closed the tank system and performed

post-closure care in accordance with the closure and post-closure care requirements that apply to landfills
(Section 725.410)7

Yes No N/A

Note:  Such a tank system is considered a landfili and must meet all of the requirements of laadfills
specified in Subparts G and H.
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Regulation RCRA GENERATOR INSPECTION CHECKLIST (PART 722) Violation
(725.298(a)) Are ignitable or reactive wastes placed in a tank system?
Yes . No N/A
If "No", skip to Section 723.299.
Is the waste treated, rendered or mixed before or immediately after placement in the tank system so that:
- the resulting waste, mixture or dissolved material is no longer ignitable or reactive?
Yes No N/A
- Section 725.117(b) is complied with?
Yes No N/A
or
Is the waste accumulated or treated so that it is protected from any material or conditions which may lead to
ignition or reaction? .
Yes No N/A
or _ :
Is the tank used solely for emergencies?
Yes No - N/A
(725.298(b)) Is the facility complying with the requirements regarding maintenance of protective distances between the
waste management area and any public ways, streets, alleys or any adjoining property line?
Yes No . N/A
(725.299) Are incompatible wastes/materials placed in the same tank?
Yes No N/A
If "No", skip to Section 725.300.
Is Section 725.117(b} being complied with? :
Y. No N/A
Has the tank system been properly decontaminated if it previously held an incompatible waste/material unless
Section 723.117(b) is complied with?
‘ Yes Neo N/A
COMMENTS:
Section 725.302 Air Emission Standards
(725.302) Is the owner or operator managing all hazardous waste placed in tanks in accordance with Subparts AA, BB

and CC of Part 7257
Yes No N/A

Comments:
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Regulation

RCRA GENERATOR INSPECTION CHECKLIST (PART 722}

Violation

(725.131)

(725.132)

(725.133)

(725.134)

(725.133)

(725.137)

(725.151(2))

(725.151(b))

(725.152(a))

SUBPART C: PREPAREDNESS AND PREVENTION

Is the facility being operated and maintained to minimize the possibility of a fire, explosion or any release of
hazardous waste or hazardous waste constituents which could threaten human health or the environment?
Yes ft No N/A

-

Is the facility equipped with the following, if necessary:

a) an internal communication or alarm system(s)?,
Yes ‘ No N/A
b) atelephone or other device to summon emergenty assistance from local authorities?

Yes No N/A,
¢) portable fire extinguishers, fire contral equipment, spili contro! equipment and decontamination
equipment?
_ Yes j,{ No N/A
d} water at adequate volume and pressure for fire cozfrol?

Yes No N/A

Is the facility testing and maintaining communication/alarm system(s), fire protection equipment, spill control
equipment and decontamination equipment?

Yes No N/A

a) Where hazardous waste is being handled, do all employees have immediate access to an internal alarm or
other emergency communication device? \/
Yes

No N/A
b) 1Ifthere is ever just one employee on the premises when the facility is operating, does he/she have
immediate access to a device capable of summoning exgernal emergency assistance?
Yes / No N/A

Is the facility maintaining adequate aisle space? ‘ :
Yes v/ No N/A

Has the facility attempted to make the following arrangements, as appropriate, for the type of facility and
waste:

- arrangements with focal emergency authorities (i.e. police and fire departments, other emergency
response agencies) to familiarize them with the layout of the facility, properties of hazardous waste

handled, places where facility personnel would befworking, entrances to roads inside the facility and
evacuation routes?

Yes Ne N/A 7
- agreements designating the primary authority where more than one police or fire department might
respond?

Yes v No NIA
- agreements with Statc emergency response teams, contractors and equipment suppliers?

Yes / No N/A
- arrangements to Tamiliarize local hospitals with the properties of hazardous waste handled at the
facility and the type of injuries or illnesses which could result from fires, explosions or releases at

the facility?
Yes 4 l No N/A

SUBPART D: CONTINGENCY PLAN AND EMERGENCY PROCEDURES

Is the contingency plan available? :
: Yes -/ . No N/A,
If "No", skip to Section 725.155.

Is the plan designed to protect human health and the envi\ryaﬁnent from releases to the air, soil and water?

Yes No N/A
Has there been a fire, explosion or release of hazardous waste? \/
Yes No N/A
If "Yes", has the contingency plan been carried out immediately?
' Yes No N/A
Does the plan describe the actions required for response to: ]
- fires? Yes No N/A
- explosions? Yes, No N/A

- releases? Yes No N/A
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‘Regulation

RCRA GENERATOR INSPECTION CHECKLIST (PART 722)

Violation

(725.152(c))

{725.152(d)

{725.152(e))

(725.152(6))

(725.153)

(725.154)

(725.155)

(725.156)

Does the plan describe arrangements with:

- petice and fire departments? Yes No N/A
- hospitals? Yes No N/A,
- coniractors? Yes No N/A
- emergency response teams? Yes EQ No N/A

Does the pian contain the current emergency coordinator’s name, phone (office and home) and address?

Yes ,'l No N/A
Does the plan identify all emergency equipment including:
- description? ' Yes } ;i No N/A
- capability? Yes No N/A
- location? Yes 1 { No : N/A
Is the list of emergency equipment up-to-date?
Yes_ No N/A.
Does the plan include:
- anevacuation plan? Yes No N/A
- anevacuation signal? | Yes No N/A
- alternate evacuation routes? Yes No N/A
Has the contingency plan (including all revisions) been: \/
a) maintained at the facility? Yes No N/A
b) submitted to: : ‘
- police department? Yes No N/A
- fire department? Yes No N/A
- hospital? Yes No N/A .
- emergency response teams? Yes No N/A

Has the contingency plan been reviewed and revised wheycver:
a) regulations are revised? Ye No N/A. /
b) the plan fails in an emergency? Yes ;Z T No N/A

¢) the facility changes in a way that modifies the emergency response necessary?

w

Yes No - N/A
d) infonnation regarding emergency coordinators changes?
Yes_ No N/A
¢) information regarding equipment changes? '
Yes No N/A
Is the emergency coordinator on-site or on call at ali times? _
: Yes No N/A
Is the emergency coordinator familiar with all facility ac:yﬁes, wastes, records, layout and contingency plan?
Yes No N/A,

Does the emergency coordinator have the authority to'commit the resources needed to carry out the actions

specified in the contingency plan? ‘/'
Yes No N/A

assessment, response and reporting?

If the facility has had a release, fire or explosion, have the procedures of this Section been followed rigying _

Yes No WN/A

Note:  Ifthe facility has had a release, explain in detail.
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Regulation

RCRA GENERATOR INSPECTION CHECKELIST (PART 722)

Violation

(725.116(a)

(725.116(b))

(725.116(c))

(725.116(d))

{725.116(e))

Section 725.116 Personnel Training
Does the facility have a training program?
Yes &/ No N/A
Have facility personnel successfully completed a program of classroem or on-the-job training that teaches them
to perform their duties in a way that ensires the facility's cgmpliance with the requirements of Part 7257
Yes \} No, N/A
Is the program directed by a person trained in hazardous xye management procedures?
Yes No N/A
Does the program teach facility personnel hazardous waste management procedures (including contingency
plan implementation) relevani to the positions in which they are employed?
Yes S[ No N/A
Does the program cover, at a minimuom: .
- procedures to familiarize facility persennel with emergency procedures, emergency equipment and
emergency systems?
Yes_ yf No N/A
- procedures for using, inspecting, repairing and replaging facility emergency and monitoring

equipment?
. Yes No N/A ‘

- key parameters for automatic waste feed cut-off E}?s’tems‘?

Yes ¥V Ne__ NA_
- communications or alarm systems? ‘ _

Yes  \f No N/A,
- response to fire or explosions? .

Yes \/ " No N/A
- response to groundwater contamination incidents?

Yes No N/A
- shutdown of eperations?

Yes No N/A

Have new employees completed the program within 6 months of the date of employment or assignment to a
position requiring them to manage hazardous waste?
' Yes | No N/A

Have facility personnel received an annual review of the initfa] training?
Yes No N/A

Are the following documenis and records being maintained at the facility:
1} the job title for each position related to hazardous waste management and the name(s) of the
empioyee(s) filling each job? :
Yes \/ . No N/A
2) awritten job description for each position abave, including the requisite skill, education or other
qualifications and duties of personnel assigned to,each position?
Yes \/ No N/A )
3) awritten description of the type and amount of both initial and continuing training that will be given
to each person filling a position dealing with hazardous waste management?
' Yes :7 No N/A
4)  records documenting that the training or job experience has been given to and complsted by facility

personnel?
Yes  \/ Ne N/A

Is the facility maintaining iraining records until closure of t?e facility and those of former employees for at

least 3 years from the last date of employment?

Yes No N/A
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Note: If "No", or if deficiencies are noted with the annual report reviewed, contact the Planning and
Reporting Section.

Regulation RCRA GENERATOR INSPECTION CHECKLIST (PART 722) Violation
Section 728.107 Waste Analysis and Recordkeepmg
| (728.107(a)3) Has the generator who treats a prohibited waste in tanks or containers in order to meet the treatment standards
developed and followed a waste analysis plan?
Yes No N/A, \/
Is the plan on-site? ,
Yes No N/A
Does the plan include a detailed physical and chemical analysis?
Yes No N/A
Has the plan been filed with the Agency at least 30 days prior to commencement of treatment activity?
] Yes No N/A
Has the generator submitted the required notification and certification that the waste meets treatment standards
when the waste is shipped off-site? '
Yes Ne N/A
Section 722.134 Satellite Accumulation
722.134(c) Is the generator who accumulates hazardous waste at or near any point of generation where wastes initially
accumulate and which is under the control of the operator of the process generating the waste, limiting such
accumulation to 55 gallons of hazardous waste or 1 quart of acutely hazardous waste, complying with Sections
725.271, 725.272 and 725.273(a), and marking the containers with the words "Hazardous Waste" or other
words identifying the contents? '
Yes \/ No N/A
Has the generator who accumulates more than 55 gallons of hazardous waste or 1 quart of acutely hazardous
waste complied with the requirements of Section 722.134(a) within 3 working days?
Yes No_~ N/A
If there are more than 55 gallons of hazardous waste or T quart of acutely hazardous waste in the satellite o dyuns
accurnulation area, are the containers marked with the date accumulation bc\%?;f wed acf
. Yes ~ No N/A
During the 3 day period, is the generator continuing to comply with the requirements of Section 722.134(c)(1)
with respect to the excess waste? _
Yes No S / N/A
722.134(g) Note: A generator that generates 1,000 kilograms or greater of hazardous waste per calendar month which
also generates wastewater treatment sludges from electroplating operations that meet the listing
description for the hazardous waste code F006 may have alternate accumulation requirements if the
conditions of 722.134(g), (h), or (i) are fulfilled.
SUBPART D: RECORDKEEPING AND REPORTING
Section 722.140 Recordkeeping
722.140{=} Has the generator retained for a period of 3 years:
- acopy of each signed manifest? \/ .
Yes No N/A 722.140(a)
722.140(b) Has the generator retained a copy of each Annual Report and Exception Report for a period of at least three
1 years from the due date of the report (March 1)7
Yes ¥ No_ NA 722.140(b)
722.140(c) Has the generator retained for a period of 3 years:
- copies of test results, waste analyses or other determinations made in accordance with Section
722.1117 \/
Yes No N/A, 722.140(c)
722.140(d) Does a generator who is involved in any unreselved enforcement action or as requested by the Director
continue to maintain the records required in subsections ayand c)?
Yes, M . No____ NA 722.140(d)
Section 722.141 Annual Reporting
722.141() Has the generator who ships hazardous waste off-site for treatment, storage or disposal filed an annual report
with the Agency by March 1 for the preceding calendar year?
Yes No N/A
722.141(a)
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Regulation RORA GENERATOR INSPECTION CHECKLIST (PART 712) Violation
722.141(b) Has the generator who treats, stores or disposes of hazardous waste on-site, filegan annual report with thé
Agency by March 1 for the preceding calendar year?
Yes No N/A 722.141(b)
Section 722.142 Exception Reporting
722.142¢a)(1) If the generator has not received a copy of the manifest from the TSD facility within 35 days of the date of
’ delivery to the fransporter, has the generator contacted the transporter or the TSD facility to determifie the
status of the hazardous waste? J
Yes 0 MNe_ N/A 722.142(a)(1)
722.142(2)(2) If the generator has not received a copy of the signed manifest within 45 days of the date of delivery to the
trangporter, has he filed an exception report with the Ageney in accerdance with the requirements of this
Section?
Yes No N/A
- 722.142(a)(2)
722.143 Section 722.143 Additional Reporting
Has the generator furnished additional reports as required by the Director?
Yes No _ N/A 722.143
SUBPART E: EXPORTS OF HAZARDOUS WASTE pj J
722150 Is the generator an exporter of hazardous waste?
Yes No - N/A
If "Yes", has the generator complied with the requirements of Subpart E? 727150
Yes No N/A '
SUBPART F: IMPORTS OF HAZARDOUS WASTE M U
722.160 Is the generator an importer of hazardous waste? _
Yes No N/A
If "Yes", has the generator complied with the requirements of Subpart F?
Yes No N/A 722.160
SUBPART G: FARMERS
Is the generator a farmer? .
722.170
Yes No N/A
If "Yes", has the generator complied with the requirements of Subpart G?
Yes No N/A 722170
COMMENTS:
TM:jabv7221.QG . doc
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ATTACHMENT D
Document(s) Copied







Inspection Document Log

FaCiIity Name: Morton Grove Pharmaceuticals

Location: Morton Grove lllinois

Document Description

Document Received CBI Claim

No.

1 Environmental Incident 9/8/2014 No
Control Plan (34 pages) |

2 Hazardous Waste Storage 9/8/2014 No
and Disposition SOP (6 pages)

3 Training records (3 Pages) 9/8/2014 No

4 2013 Waste Shipment 9/8/2014 No

Summary {2 Pages)







ATTACHMENT E
[Post-Inspection Documents]






Bourglkos, Spiros

From: Ben Davis <hdavis@mgp-online.com>

Sent: Friday, September 19, 2014 5:05 PM

To: ‘ Bourgikos, Spiros

Subject: MGP Manifests 2012

Aftachments: removed.txt; 10.19.2012.pdf; 12.21.2012.pdf, 02.24.2012.pdf; 05.08.2012.pdf; 05.17.2012. pdf
08.08.2012.pdf

Spiros,

Please see attached 2012 manifests

Benjamin Davis

EH&S Specialist |

Morton Grove Pharmaceuticals, Inc.
6451 Main Street

Moaorton Grove, IL 60053

Phone: 847-410-6758

]

This communication (including its attachments) is the property of Morton Grove

Pharmaceuticals (MGP) and Wockhardt USA, LLC (WUSA); is to be used by the
intended recipient only, and may include MGP and WUSA confidential proprietary
information. The unauthorized use, disclosure, dissemination or copying of any
part of this communication is prohibited.
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